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Donor Eligibility: Policies regarding donor assessment for Zika Virus (ZIKV) risk should be established using current guidance. Per
FDA/CBER for donors of placenta, persons with a medical diagnosis of ZIKV infection during the current pregnancy are not eligible to
donate; see Donor Screening Recommendations to Reduce the Risk of Transmission of Zika Virus by Human Cells, Tissues, and Cellular and Tissue-
Based Products; Guidance for Industry. To capture scenarios where the woman is not aware of the earliest onset of pregnancy, the time period
“during this pregnancy,” could be expanded to address risk during the past ten (10) months. If the potential donor was diagnosed with a ZIKV
infection before this pregnancy, donation can be considered now. Knowledge of when she was diagnosed by a healthcare professional is
useful and information collected via the DRAI process could be verified by contacting the healthcare professional(s) involved. Local
policy and/or international requirements can be stricter.
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http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/UCM488582.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Tissue/UCM488582.pdf

